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21 CFR Ch. I (4–1–98 Edition)§ 804.25

Subpart B—Reports and Records
§ 804.25 Reports by distributors.

(a)(1) A distributor, other than an
importer, shall submit to FDA a re-
port, and a copy of such report to the
manufacturer, containing the informa-
tion required by § 804.28 on FDA form
3500A as soon as practicable, but not
later than 10 working days after the
distributor receives or otherwise be-
comes aware of information from any
source, including user facilities, indi-
viduals, or medical or scientific lit-
erature, whether published or unpub-
lished, that reasonably suggests that
there is a probability that a device
marketed by the distributor has caused
or contributed to a death, serious ill-
ness, or serious injury.

(2) An importer shall submit to FDA
a report, and a copy of such report to
the manufacturer, containing the in-
formation required by § 804.28 on FDA
form 3500A as soon as practicable, but
not later than 10 working days after
the importer receives or otherwise be-
comes aware of information from any
source, including user facilities, indi-
viduals, or medical or scientific lit-
erature, whether published or unpub-
lished, that reasonably suggests that
one of its marketed devices may have
caused or contributed to a death or se-
rious injury.

(b)(1) A distributor, other than an
importer, shall submit to the manufac-
turer a report containing information
required by § 804.28 on FDA form 3500A,
as soon as practicable, but not later
than 10 working days after the dis-
tributor receives or otherwise becomes
aware of information from any source,
including user facilities, individuals, or
through the distributor’s own research,
testing, evaluation, servicing, or main-
tenance of one of its devices, that one
of the devices marketed by the dis-
tributor has malfunctioned and such
information reasonably suggests that
there is a probability that the device or
any other device marketed by the dis-
tributor would cause a death, serious
illness, or serious injury, if the mal-
function were to recur.

(2) An importer shall submit to the
manufacturer a report containing in-
formation required by § 804.28 on FDA
form 3500A, as soon as practicable, but

not later than 10 working days after
the importer receives or otherwise be-
comes aware of information from any
source, including user facilities, indi-
viduals, or through the distributor’s
own research, testing, evaluation, serv-
icing, or maintenance of one of its de-
vices, that one of the devices marketed
by the importer has malfunctioned and
that such device or a similar device
marketed by the importer would be
likely to cause or contribute to a death
or serious injury if the malfunction
were to recur.

(c) Distributors as defined in part 897
of this chapter shall submit medical
device reports concerning cigarettes
and smokeless tobacco under this part
only for adverse events related to con-
tamination.

[58 FR 46519, Sept. 1, 1993, as amended at 61
FR 44615, Aug. 28, 1996]

§ 804.27 Where to submit a report.

(a) Any telephone report required
under this part shall be provided to
301–427–7500.

(b) Any facsimile report required
under this part shall be provided to
301–881–6670.

(c) Any written report or additional
information required under this part
shall be submitted to:

Food and Drug Administration,
Center for Devices and Radiological

Health,
Distributor Report,
P.O. Box 3002,
Rockville, MD 20847–3002.

§ 804.28 Reporting form.

(a) Each distributor that submits a
report on an MDR reportable event
shall complete and submit the applica-
ble portions of FDA form 3500A in so
far as the information is known or
should be known to the distributor,
and submit it to FDA, and to the man-
ufacturer as required by § 804.25.

(b) Each distributor shall submit the
information requested on FDA form
3500A, including:

(1) Identification of the source of the
report.

(i) Type of source that reported the
event to thedistributor (e.g., lay user
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